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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^l Responsive to communication(s) filed on 30 November 2007 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 30, 2007 has been entered. 

Claim Objections 

2. Claim 33 is objected to because an informality, which can be corrected as 
follows: In line 7, "lest" should be replaced by -least-. Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claims 31 and 33 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The specification does not describe an 
inflated, conical inflatable bladder defining a recessed portion at a distal end thereof. 
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Drawings 

5. The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, the inflated, conical 
inflatable bladder defining a recessed portion at its distal end must be shown or the 
feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC §102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

7. Claims 15, 16, 20, and 31-33 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Ginsburg (5,01 1 ,488). Ginsburg discloses, at least in figures 1 , 2A, and 
5C-5E and in col. 6, line 6 to col. 7, line 15; an apparatus including a flexible shaft (18) 
having open proximal and distal ends defining a lumen therethrough; an inflatable 
bladder (70) disposed at the distal end of the shaft, the inflatable bladder having a 
conical shape; and a cannula (12) having an opening at a proximal end portion, an 
opening at a distal end portion and defining a passage therethrough, the shaft and the 
inflatable bladder being at least partially disposed within the passage prior to inflation 
and axially movable therethrough, at least a portion of the inflatable bladder being 
disposed externally of the passage and adjacent tissue following inflation, such that 
subsequent axial movement of the shaft may cause dissection of adjacent layers of 
tissue and create a working space between adjacent layers of tissue, where the 
inflatable bladder does not substantially stretch when fully inflated, where the inflatable 
bladder defines recessed portion at a distal end thereof (i.e., the recessed portion is 
assumed to be the conical side portion of the bladder, which is recessed from the distal 
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base portion of the bladder) that is configured for receiving tissue during axial 
movement of the shaft, and where the inflatable bladder is configured to support 
adjacent layers of tissue (e.g., blood vessel BV) upon inflation. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. Claims 17 and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ginsburg (5,01 1 ,488). Ginsburg discloses the invention substantially as claimed, 
but does not specifically disclose that the inflatable bladder operates at pressures from 
about 10 mmHg to about 1000 mmHg or about lOOmmHG to about 1000 mmHG. 
Nevertheless, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to apply the range of pressures as claimed, since it has 
been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. 
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10. Claims 15 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Boyd (3,831 ,587) in view of Froning (3,875,595). Boyd discloses the invention 
substantially as claimed. Boyd discloses, at least in figures 1 and 2 and in col. 2, line 40 
to col. 3, line 6; an apparatus including a rigid shaft (12) having open proximal and distal 
ends defining a lumen therethrough; and an inflatable bladder (26) disposed at the distal 
end of the shaft, the inflatable bladder having a conical shape. However, Boyd does not 
disclose a cannula having an opening at a proximal end portion, an opening at a distal 
end portion and defining a passage therethrough, where the shaft and the inflatable 
bladder being at least partially disposed within the passage prior to inflation and axially 
movable therethrough, at least a portion of the inflatable bladder being disposed 
externally of the passage and adjacent tissue following inflation, such that subsequent 
axial movement of the shaft may cause dissection of adjacent layers of tissue and 
create a working space between adjacent layers of tissue. Froning teaches, at least in 
figures 1 and 4 and in col. 1, lines 21-25 and col. 2, lines 27-30; an apparatus including 
a shaft (47) and an inflatable bladder (46) movable through a cannula (31) to a surgical 
site. It would have been obvious to one having ordinary skill in the art, in view of 
Froning, to apply a cannula with the apparatus of Boyd. A cannula would allow the 
shaft and bladder of Boyd to access a surgical site without undue interference from 
surrounding tissues and without damaging tissues along the path to the surgical site. 

Response to Amendment 

1 1 . Applicant's arguments with respect to claims 15-20 and 31-33 have been 
considered but are moot in view of the new ground(s) of rejection. 



Application/Control Number: 10/729,768 
Art Unit: 3773 



Page 7 



Conclusion 

12. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Julian W. Woo whose telephone number is (571) 272- 
4707. The examiner can normally be reached Mon.-Fri., 7:00 AM to 3:00 PM Eastern 
Time, alternate Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571) 272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Julian W. Woo/ 

Primary Examiner, Art Unit 3773 
March 5, 2008 



